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Study on the Integration of National GDP
Management System for Medicinal Products Into
International Practices

CHUNG-HAO LIN, CHI-WEN HSIEH,
CHYN-LIANG HUANG AND MING-SHIN LEE

Division of Risk Management, TFDA

ABSTRACT

To ensure the control of distribution chain and consequently maintain the quality and the integrity of
medicinal products, many countries have established Good Distribution Practice (GDP) related guidelines.
On 1™ June 2014, Pharmaceutical Inspection Convention and Pharmaceutical Inspection Co-operation
Scheme (PIC/S) published Guidelines on Good Distribution Practice (GDP) of Medicinal Products for
Human Use. As the participating authority of PIC/S, Taiwan FDA is to establish GDP related regulation
according to these guidelines in the near future. In this study, we discussed the process for the promotion
and implementation of GDP, training courses and gap assessment on GDP for medicinal products.
Through step by step promotion, we can integrate our GMP/GDP system to international standard and

ensure the quality and the safety of medicinal products for public.

Key words: Good Distribution Practice (GDP)





